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Debra L, 130wen,M.D.
Deputy Director, Office of Drug Evaluation V
Acting Director, Division of OTC Drug Products
Division of OTC Drwg Products @?D-560)
Food and Drug Administration
5600 Fishers Lane
Roclwille, Maryland 20857

Re;Request for a Feedback Meeting OR
FDA Participation in@ Industry
Briefing: pocket NOS.9NW90337,
96N090420, 95N090259, and
90P090201]

Dear Dr, Boweq:

hrther to ow discussion at the CmA tiwJ Meeting in Flori~J I ~
writing to request either riFeedback Meeting on the recently published Final Rule
on the format and content of the Information Panel or a C~A-sncmsOr~
Ind@rv -Briefing which would include the parh‘ciuation of the I?DA team most
closely involved in the development of the Find Rule ardhr its Mum
implementation. As I mentioned to you, it is vital that tl~is meeting take place as
soon as possible, and preferably before the end of April, 1999, given the urgent
need for companies to bring into compliance a huge number of KU’s affected by
the Final Rule.

CHPA has long embm.=d the goal ofmakbw OTC labels wen ~O~e

consumer fkiendly, and on many occasions, beginning in earnest just before the
September 29, 1995, public hearing, C13PAh~ provided FDA bo~~det~led oral
and written cwnrnents on the feasibility of vwiowi features aflabel readability
that were addressed in the publk dialogw amdin the Propo?ed ~d Final Rules on
OTC label content and format. cm~n~y, o~ CO~~i~ee of Label coor~iriatorsz
composed of key individuals in each of our member comPties, is “test ~iving”
the provisions of the FinaI Rule to determine the extent to which it is actually a fit
for the marketplace, We understand that FDA did the same with certtin of the
labels that we submitted, and we in turn arc looking at FDA’s “refit” of &ose
labels. ObtioUS]y, we both want to avoid a situation where there are many letters
requesting exemptions to the Final Rule, thereby making tk Final RuIe a
rqguktion of exemptions instead of broad applicability, We hop~ to bring this
information fomard during the time of the Feedback Meeting or the Indus@y-
wide Briefing, as well as other questions and comments that our members will
lilcely
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have and that we @l compile in our preparation for the Feedback Meeting or
Inclusw-wide Briefing,

I also mentioned to you that our main interest is in having this meeting as
soon as possible. We do not wish to waste time in getting down to the business of
implementing this rule nor do we wish to waste time in addressing tipeets of
OTC Iabeling of the Information Panel which may have been overlooked by all of
us in the preparation of the Final Rule, but which will only come to tight when the
aotual labels are “test driven” in the light of impending compliance dates, ‘I’o this
end, I suggested to you that we might hold the Industry-wide Briefing at an FDA
site (e,g,, tie Parklawn Building) or at a nearby local hotel and that CHPA would
be willing to run the meeting, If we run the meeting, we would ensure that all
administrative aspects are taken care of and that invit@ions are extended m tie
entire industry - e,g,, CTFA and CHPAmembers – as well as interested consumer
and health professional groups, This would be away to save government 11.mdsin
an arm bat does not have user-fee suppo~ and there is precedent for this in our
Industry-wide Briefing which we organized in the Spring of 1996 afler
publication of the proposed labefing rule and which was attended by Dr. Michael
Weintiaub.

Whether done as a Feedback Meeting or as an Indushpvide Briefing
administered by CHP~ the need is to have this meeting as soon as possible, and
preferably before the end of ApriI, We hope you and members of your team that
are most familiar with the Einal Rule ancl/or specifically involved in its
implementation will attend.

In cIosing, this is a very important matter to our membership, and I Iook
forward to your early response.

n

R. Wdliam Soll&, PI]*D,
Senior Vice President and

Director of Science& Technology

cc: CHPALabel Coordinators
R. DeLap,M.D. (FDA)
T. Donsgan (CTFA)
C, MdrJ (FDA)
OTC Dockets Management Branch
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